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This report is the international preliminary examination report, established by this International Preliminary 
Examining Authority under Article 35 and transmitted to the applicant according to Article 36. 

This REPORT consists of a total ofJS' sheets, including this cover sheet 
This report is also accompanied by ANNEXES, comprising: 

(sent to the applicant and to the Internationa! Bureau) bl total of sheets, as follows: 

sheets of the description, claims and/or drawings which have been amended and are the basis of 
this report and/or sheets containing rectifications authorized by this Authority (see Rule 70,16 
and Section 607 of the Administrative Instructions). 

sheets v^^ch supersede earlier sheets, but which this Authority considers contain an amendment 
that goes beyond the disclosure in the international application as filed, as indicated in item 4 of 
Box No. I and the Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

, containing a sequence listing and/or tables related thereto, in computer readable form only, as 

indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instmctions). 
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Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability, citations and explanations supporting such stat^nent 
Certain documents cited 

Certain defects in the intemational application 

Certain observations on the intemational application 
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Box No. I Basis of the report 



1. With regard to the language, this report is based oa the international application in the language in which it was filed, 
unless otherwise indicated under this item. 

This report is based on translations firom the original language into the following language , 

which is the language of a translation fiunished for the purposes o£ 

international search (under Rules 12.3 and 23. 1(b)) 

□ publication of the international application (under Rule 12.4) 

international preliminary examination (under Rules 55.2 and/or 55,3) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which haue beenfumished 
to the receiving Office in response to an invitation under Ariicle 14 are referred to in this report as "originally filed" and are not 
annexed to this report): 

the international application as originally filed/fiimished 

the description: 

pages 1:31 as originally filed/fumished 

pages* NONB received by this Authority on 

pages* NO Ng received by tiiis Authority on 

the claims: 

pages 32-48 as originally med/fumished 

pages* NONE as amended (together with any statement) under Article 19 

pages* NONE received by this Authority on 

pages* NONE received by this Authority on 

the drawings: 

pages NONE as originally filed/furnished 

pages* NONP received by tiiis Authority on , 

pages* NONE received this Authority on . 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



^- IXI The amendments have resulted in the cancellation of: 
13 the description, pages M)ME 



the claims, Nns. monp. 



the drawings, sheets/figs MMS- 



the sequence listing {specify): nonr 



any table(s) related to the sequence listing {specify): notmp. 



4, This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, 

since they have been considered to go beyond the disclosure as fdcd, as indicated in the Supplemental Box (Rule 70.2(c)). 

the description, pages 

□ the claims, Nos.. 



(HI the drawings, sheets/figs 

□ the sequence listing {specify): ^ 

any table(s) related to tiie sequence listing {specify): 



^ If item 4 applies, some or all of those sheets may be marked "superseded. 
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Box No. V Reasoned statement under Article 35(2} with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) Claims 3-6, 8-53. 58-104 ^YES 

Claims L2.7. 54-57 NO 

Inventive Step (IS) Claims NONE YES 

Claims U104 NO 

Industrial ApplicaMlity (lA) Claims 1-104 YES 

Claims NONE NO 



2. Citations and E3q)lanations (Rule 70.7) 
Please See Continuation Sheet 
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In case the space in any of the preceding boxes is not sufficient. 
Continuation of: 



Claims 1, 2, 7 and 54-57 lack novelty under POT Article 33(2) as being anticipated by JP 58213709 (JP). 

JP discloses an agent capable of being kept in the oral cavity for a long time absorbing a drug in the gum effectively. The agent is 
obtained by laminating a composition containing a water-soluble or water-swellable polymer and a film- forming agent such as cellulose 
or its derivatives, polyvinyl alcohol or polyvinylpyrrolidone. JP discloses incorporating nitroglycerin as a drug in the film and also 
teaches incorporating any other drug for remedy purposes. The ability to not adhere is inherent in the film of JP. Thus, instant claims do 
not meet the step of novelty. 

Claims 8-50 and 64-7 1 lack an inventive step under PCT Article 33(3) as being obvious over JP 58213709 (JP). 

JP foils to teach the percentage of the film forming agent, nitroglycerin and also fails to specify each and every drug of the instant 
claims. However, JP suggests that the mucosal agent for oral cavity can be used to incorporate any drug as a preventive or as a remedy 
for various diseases. JP also fails to teach the specific step of drying the drug and the film- forming polymer after casting on a substrate. 
However, JP teaches laminating the drug and polymer on a substrate and accordingly depending on the dryness desired, adding a drying 
step would have been obvious for a skilled artisan. Further, adding a desired pharmaceutical agent that can be orally administered, as a 
drug in the film-fomiing agent JP so as to provide prevention or a remedy would have been within the scope of a skilled artisan. 

Claims 3-6, 51-53, 58-63 and 72-104 lack an inventive step under PCT Article 33(3) as being obvious over JP 58213709 (JP) in view of 
WO 01/7109. 

JP does not teach pullulan as the film forming agent or the claimed surfactants, sweeteners, flavoring agents, surfactants, etc. of instant 
claims. 

WO teaches a fast dissolving orally consumable edible film containing a drug, a taste-masking agent, flavoring agents, surfactants, etc., 
the film forming material being a pullulan. WO teaches including a number additives in the film including, surfactants, sweeteners etc 
(pages 3 and 9-15\ anv known pharmaceuticallv active agent f pages 4-6^ other fihn-jformin^ agents such as cellulose equivalent to 
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Supplemental Box 

piillulan (pages 6-9). Therefore, it would have been obvious for pone or an ordinary skill in the art at the time of the instant invention to 
use pullulan as a film-former in the nitroglycerin-containing agent of JP and still expect the same drug absorption through the oral^ 
mucosal cavity. Further, it is also obvious to add any of the drugs and additives such as sweeteners, taught by WO, infbs composition 
of JP depending on the desired pharmacological and additive effect 

Claims 1-104 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. 
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